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(54) TMe: EXPANDABLE MEDICAL DEVICE I»LIVBtY SYSTEM AND METHOD 




(57) Abstract: A delivery system and meibod are provided for accurately locating, orienting, and Implanting expandable tissue 
supportmg devices at a lumen junction or bifurcation in a body himen. For example, the syUem may be used to deliver a tissue 
supporting device to a bifiircated aiteiy such that, on expansion, die tissue suppotting device provides side ports of a specific size 
and geometry to accommodate bifurcations in the arteiy. Ibe deliveiy system is capable of accniatdy orientiag diese side parts 
both radially and longitudinally with lespect lo branch lumen openings of the arteiy. The delivery system achieves orientation by 
utilizing a guide member vliich i£ positioDed to extend from the si^ 

is tradted along a guidewiie which eattends into the branch himen,ui^^ s up pot tin g device 

properly at the branch hunen opening. Ate eiqunsion of Ae tissue supportiag device, the guide oKntedro^ 
side port and is withdrawn. 
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EXPANDABLE MEDICAL DEVICE DELIVERY SYSTEM AND METHOD 
BACKGKQIJNP OF T HE IWV E WT I QN 

1. Field of the Invention 

The present invention relates to a delivery system and mediod for delivering tissue 
supporting medical devices, and more particularly to a system and method for implanting 
expandable, non-removable devices at the junction of two or more bodily lumens in a hving 
animal or human to support the organs and maintain patency. 

2. Snmmflry of the Related Art 

In the past, permanent or biodegradable devices have been developed for 
implantation within a body passageway to maintain patency of the passageway. These 
devices are typically introduced percutaneously, and transported transluminally until 
positioned at a desired location within the body passageway. The devices are then 
expanded either mechanically, such as by the expansion of a mandrel or balloon positioned 
inside the device, or expand themselves by releasing stored energy upon acmation within 
the body. Once expanded within the lumen, these devices, called stents, become 
encapsulated within the body tissue and remain a permanent implant. 

Frequently, the area to be supported by such devices is l(x:ated at or near the 
junction of two or more lumens, called a bifurcation. In coronary angioplasty procedures* 
for example, it has been estimated that 15% to 20% of cases involve reinforcing the area at 
the junction of two arteries. Conventional stent implantation at such a junction results in at 
least partial blockage of the branch artery, affecting blood flow and impeding access to the 
branch artery for funher angioplasty procedures. 

Known techniques for treating bifurcations generally deliver a mesh tissue 
supporting device into the artery and position the device over the bifurcation. According to 
the known methods, a surgeon then attempts to create one or more branch lumen access 
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hoies by inserting a balloon through the sidewall of the mesh device, and then inflatiqg the 
balloon to simply push the local features of the mesh aside. These techniques are 
inheremly random in tiature: the exact point of expansion in die device lattice cannot be 
predicted, and die device may or may not expand satisfactorily at that point. Tissue 
support provided by these known techniques for treating bifurcated arteries is similarly 
ui^)redictable. In addition, the effectiveness of such procedures is limited because many 
mesh devices are unable to accommodate such expansion at random locations in die device 
structure. Further, prior art tissue supporting device delivery systems are unable to 
accurately position specific device features over the branch artery opeiung. 

Prior art tissue supporting devices for bifurcations generally have not attempted to 
orient the device radially at die branch himen opening. Rather, these stents included a 
section along dieir axis or at one end at which several enlarged expansion cells were 
distributed uniformly around the stent circumference. The presumption was diat after stent 
insertion, one or the other of these cells would be oriented closely enough with the branch 
lumen opening that the subsequent procedures mentioned above would clear the opening. 
One example of such a device is die Jostent^ bifurcation stent design which has an 8 cell 
circumferential construction over half the stent length and either 2 or 3 rows of larger cells 
which can be post-dilated to allow access for placement in a bifurcated vessel. One 
problem with diis technique is that the resulting density of stem features at the area of the 
biiiircation is so low thai diere is very litde stent strengdi around the rest of die 
circumference of the main artery for tissue support. Thus, the lumen junction area, whidi 
requires the greatest tissue support, actually gets die lowest support. For die same reason, 
such tissue supporting devices also provide a low ratio of tissue coverage (metal-to-tissue 
area ratio) in die junction area. Low metal coverage and die resulting tissue prolapse are 
associated widi higher restenosis rates. 

Another method for deploying a stent in a bifurcating vessel is described in 
International Application W098/19628. According to dus mediod, a main stent havmg a 
substantially circular side opening and a flared stent having a flared end are used togedier 
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to treat a bifuxcadng vessel in a two step process. In a first step, the main stent is 
positioned using an inflatable balloon catheter in the interior of the main stent and a 
stabilizing catheter exlendii^ tlirough the side opening of the stent. The stabilizing catheter 
is used to place the side opening in the main stent at the opening to the branch vessel. The 
main stent is then expanded and the flared stent is mserted through the side opening into the 
vessel bifurcation. One drawback of this method is the difficulty in positioning the side 
opening of the main stent at a proper longitudinal and radial position at the vessel 
bifurcation. Another drawback of this system is the flared stent which is difficult to form 
and position, and may tend to protrude into the blood stream causii^ thrombosis. 

In view of the drawbacks of the prior art bifiircated tissue supporting systems, it 
would be advantageous to have a delivery system capable of accurately locating a side port 
feature of a tissue supporting device at a branch lumen opening, in both the longinidxnal 
and radial directions. 

It would further be advantageous if the same delivery system could also be used to 
accurately install and orient a branch lumen second tissue supporting device. 

SUMMARY OF THE INVENTION 

The invention includes expaodable tissue supporting devices for use at lumen 
junctions or bifurcations, and a deliveiy system and method for accurately locating, 
orienting, and implanting the tissue supporting devices at the lumen junction or bifurcation. 

In accordance widi one aspect of tlie present invention, a system is described for 
delivery of a tissue supporting device to a bifurcated body lumen. The system includes a 
catheter with an inflatable balloon configured to deliver an expandable tissue supporting 
device to the lumen, a guide member received on a side of the baDoon and connected to the 
catheter, and a branch lumen guidewire extending along an exterior of the balloon and 
longitudinally sUdable in die guide member. 
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In accordance with another aspect of the invention, a guide member is described for 
use in delivery of a tissue supporting device to a bifurcated body lumen in a desired 
longitudinal and radial position. The guide member includes a guide loop for receiving a 
guidewire, means for securing the guide loop to a catheter, and at least one tab extending 
from the guide loop for holding the guide loop in position in a side hole of a tissue 
supporting device to be delivered. 

In accordance with a further aspect of the invention, a method of delivering of a 
tissue supporting device to a bifurcated body lumen includes die steps of: 

providing an expandable tissue supporting device in an unexpanded 
conflguradon, the tissue supporting device having a side hole; 

positioning a guide member in the side hole; 

positioning a side branch guidewire in a body lumen with a distal end of die 
side branch guidewire extending into a side branch of a bifurcation; 

delivering the tissue supportmg device into the body liunen by tracking the 
guide member along the side branch guidewire; 

positioning the tissue supporting device widi the side hole aligned radially 
and longitudinally with an opening of the side branch; and 

expanding the tissue supporting device. 

BRIEF DESCRIPTION OF DRAWINGS 

The invention will now be described in greater detail with reference to die preferred 
embodiments illustrated in the accompanying drawings, in which like elements bear like 
reference numerals, and wherein: 

FIG. 1 is a perspeaive view of a guide member in accordance with die present 
invemion; 

FIG. 2a is a side view of an unexpanded tissue supporting device with a side port, 
the device has been laid flat for ease of illustration; 
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FIG. 2b is a simplified, perspective view of the cylindrical tissue supporting device 
of FIG. 2a; 

FIG. 3 is a perspective view of the guide member of FIG. 1 mounted in the side 
port of the tissue supporting device of FIGS. 2a and 2b; 

FIG. 4 is a perspective view of the tissue supporting device of FIGS. 2a and 2b as it 
is inserted to a junction of two arteries with a balloon catheter and two guidewires; 

FIG. 5 is a perspective view illustrating a first step of the miplantaiion sequence: 
expansion of the distal end of the tissue supporting device; 

FIG. 6 is a perspective view illustrating a second step of the implantation sequence: 
withdrawal of the branch lumen guidewire; 

FIG. 7 is a perspective view Hiustrating a third step of the implantation sequence: 
expansion of the side port area and proximal end of the tissue supporting device; 

FIG. 8 is a perspective view illustrating a fourth step of the implantation sequence: 
deflation and withdrawal of the balloon and guide loop; 

FIG. 9 is a perspective view of a guide member with an auxiliary guide loop in 
accordance with the present invention; and 

FIG. 10 is a perspective view of the guide member of FIG. 9 mounted in a tissue 
supporting device having two side ports. 

DETAILED PESCRTPTTON OF T HF PRFHFTCRRRn RMROTOMFNTS 
The invention involves a system and method for delivery of a tissue supporting 
device to a bifurcated artery such that, on expansion, the tissue supporting device provides 
side ports of a specific size and geometry to accommodate bifurcations in the artery. The 
delivery system is capable of accurately orienting these side ports both radially and 
longitudinally with respect to branch lumen openmgs of the artery. The delivery system 
achieves orientation by utilizing a guide member 10 which is positioned to extend from the 
side port feanire of die tissue supporting device. The tissue support de\'ice is delivered to 
the artery on a balloon catheter which is used for c?q)ansion of the device. The guide 
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member 10 is tracked along a side branch guidewire which extends into fhe branch lumen, 
ultimately orienting the side port of the tissue supporting device properly at the branch 
lumen opening. While the tissue supporting device having the side port is expanded, the 
guide member 10 holds the tissue supporting device in the proper position. After 
expansion, the guide member 10 drops out of the enlarged side port and is withdrawn with 
the balloon catheter assembly. 

FIG. 1 shows one embodiment of a guide member 10 in accordance with the present 
invention. The device 10 includes a mam body 12 of which is preferably formed as a 
unitary piece comprising a loop 14, a spacer section 16, and two tabs 18. The inner 
diameter of the loop 14 is just large enough to provide clearance for a guidewire which will 
pass through the loop. The loop 14, spacer section 16, and tabs 18 may be integrally 
formed from a single piece of tubing. The radius of the tabs 18 conforms generally to the 
inner radius of the unexpanded tissue supporting device in which the guide loop will be 
mounted. 

The main body 12 of the guide member 10 is attached to a crimping lug 22 via a 
long, flexible tether 20. The tether 20 can be a simple wire attached to the main body 12 
and crinkling lug 22 at either end, or can be integrally formed from the same tube as the 
mam body 12 and the criiiq}ing lug 22. 

The guide member 10 is preferably made radiopaque by one of several available 
methods. For example, the wall thickness of the tube may be made thick enough for good 
radio opacity. Alternatively, the guide loop may be made from, plated, or coated with a 
radiopaque material. This is not objectionable since the guide member is withdrawn 
immediately after the procedure and does not become a permanent implant. When the 
radiopaque guide member is crimped into the side port of the tissue supponing device as 
described in further detail below, the exact location of the side port will be clearly visible 
on fhe fluoroscope. 

A preferred tissue supporting device for use in the present mvention provides 
several usabilities not normally found in conventional stents. The tissue supporting device 
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should provide a side port feature which will secure!}' clamp the guide member 10 in the 
side port when the tissue supporting device itself is crimped to the catheter balloon. The 
side port should expand to some desired shape and release the guide member when the 
tissue supporting device is expanded. The tissue supporting device should also be capable 
of differential expansion; i.e. different areas of the device should expand at different 
balloon pressures, giving the device the ability to open in a specific sequence. 

FIG. 2a shows a portion of one embodiment of a cylindrical, expandable tissue 
supporting device 30 which has been laid flat for ease of illustration. The device 30 of 
FIG. 2a is shown in an unexpanded configuration and includes a rectangular side hole or 
port 32. FIG. 2b shows a simplified cylindrical view of the expandable tissue supporting 
device 30 of FIG. 2a, with the side port feature 32 shown as a rectangular hole in one side. 
This embodiment of the tissue supporting device 30 relies on the use of ductile hinges 
which interconnect a plurality of struts to achieve the desired performance feamres. Tissue 
supporting devices of the type shown in FIG. 2a are described in further detail in U.S. 
Patent Application Serial No. 09/183,555, filed October 29, 1998, and in U.S. Patent 
Application Serial No. 09/315,892, filed on May 20. 1999 which are both incorporated 
herein by reference in thek entirety. 

As shown in FIGS. 2a and 2h, the side hole 32 initially lakes the form of a 
rectangular hole in the unexpanded tissue supporting device 30. Tlie side hole 32 is 
bordered by six slruls 34 that are in turn linked by ductile hinges 36. The rectangular side 
hole 32 fits the profile of the guide loop feature 10 closely, and the excellent crimping 
properties of the ductile hinges allow the hole to close tightly around the guide loop feature 
when the tissue supporting device 30 is crimped onto the catheter balloon. When the tissue 
supporting device 30 is expanded, such as by inflation of a balloon, the side hole feature 32 
will expand to form an octagonal hole, releasing the guide member 10. 

In the tissue supporting device 30 of FIG. 2a, the ductile hmges 38 linking struts 40 
on the left or proximal end of the device are wkier than the ductile hinges 42 linking struts 
44 on the right or distal end of the device. The width of the ductile hinges is measured in 
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ihe circumferential direction of the device 30. As balloon pressure is increased during 
expansion of the device 30 the distal end of the device will open before the proximal end 
due to the different configuration of the ductile hinges at the two ends of the device. The 
tissue supporting device 30 should be selected so that the device is capable of expansion 
beyond a nominal expansion which corresponds to an interior diameter of the lumen to be 
supported. This will ensure that the tissue supporting device 30 can be expanded to the 
desired diameter of the expanded lumen allowing for variations in artery diameters. 
Allowing for some additional expansion beyond the nominal expansion of the tissue support 
device 30 means that some of the struts around the circumference of the device will not 
reach their locking angle when the device has been installed. Accordingly, if the struts 48 
all open to their full extent before the struts 34 that border the side hole 32, this may result 
in the side hole not being fiiUy opened when the tissue supporting device is installed. The 
partially opened side hole may partially block access to the branch artery. Accordingly, the 
ductile hinges 36 connecting the struts 34 that border the side hole 32 are preferably 
somewhat narrower than the ductile hinges 46 of the surrounding struts 48. This will 
guarantee that the hole feature opens to its final shape before the surrounding struts 48 
reach full expansion. 

The present mvention will be described with respect to a tissue supporting device 
having ductile hinges such as the device illustrated in FIG. 2a. However, it should be 
understood that the system and method according to the present invenlion may also be used 
for delivery of other known tissue supporting devices having side holes. 

FIG. 3 illustrates the guide member 10 inserted in the tissue supporting device 30 
such that the loop 14 projects out through the rectangular side hole 32 and is retained in the 
hole. The guide member 10 is retained in the side hole 32 by the tabs 16 which are trapped 
between the tissue supporting device 30 and a balloon catheter assembly. 

As shown in HG. 4. the tissue supporting device 30 and guide member 10 are 
mounted on a catheter balloon 56 and the tissue supporting device 30 is crimped down onto 
the balloon in a known manner. The crinqjing process causes the strut elements 34 of the 
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rectangular side hole 32 in the tissue supporting device 30 to close around the guide loop 
10, locking the guide loop into place in the side hole. The crimping lug 22 of the guide 
loop 10 is crimped around the catheter 54 just below the proximal end of the balloon 
assembly, securing the guide member 10 to the catheter. The catheter and tissue supporting 
device assembly is now ready for insertion and deployment. 

The guide member 10 may take on other configurations as long as the guide member 
forms a short tube or loop positioned on or secured to the balloon/catheter assembly in such 
a way that it passes out through the side hole of the tissue supporting device when the 
device is crimped or otherwise secured on the balloon 56. For example, the guide member 
may be formed from a plastic tube and secured directly to the balloon, such as, by an 
adhesive. 

Prior to insertion of the catheter and tissue supporting device assembly, two catheter 
guidewires are installed by the operator. A first guidewire 50 follows the main artery 60 as 
shown in FIG. 4, and a second guidewire 52 is inserted into the branch artery 62. The 
catheter 54 having the tissue supporting device 30 mounted on the balloon 56 at the distal 
end of the catheter is tracked over the main artery guidewire 50. The branch artery 
guidewhe 52 Is threaded through the guide loop 12 that projects through the U)p of the 
tissue supporting device 30. The assembly is then fed through a catheter guide tube (not 
shown) to the site of the bifurcation 68. As the catheter assembly approaches the 
biiurcation 68, ^e clevis 64 formed by the tissue supporting device 30 and the branch 
artery guidewire 52 comes to rest against the distal side 66 of the branch artery opening. 
The guide loop 14, and tlius the side port 32 of the tissue supporting device 30 in which it 
is crunped, is now located directly under the branch artery opening, and the device is ready 
for deployment. The spacer 16 spaces the guide loop a predetermined distance from the 
distal edge of the side hole 32 so that the side hole will be properly aligned with the 
opening of the bifurcation 68. 

To deploy the tissue supporting device 30, pressure is increased in the catheter 
balloon 56 until the distal end 70 of the tissue supporting device expands to the lumm 
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diameter of the main artery 60. This procedure locks the dssue supporting device 30 in 
place in the desired radial and longitudinal orientation as shown in FIG. 5. 

Next, the side branch guidewire 52 is withdrawn from the branch lumen 62 and the 
guide loop 14, and retracted to a position slightly behind the proximal end of the catheter 
balloon 56 as shown in FIG. 6. The side branch guidewire 52 is free to move back and 
forth longitudinally because the proximal end of the tissue supporting device 30 has not 
been expanded. It is desirable to withdraw the side branch guidewire 52 temporarily while 
completing expansion of the proximal end of the tissue supporting device 30 to avoid 
pinning die side branch guidewire between the expanded tissue supporting device 30 and 
the lumen wall. This is the reason that differential expansion capability is beneficial in the 
tissue supporting device 30. 

After withdrawal of the side branch guidewu^ 52, pressure in the catheter balloon 
56 is increased further, until the side port area and the proximal end of the tissue 
supporting device 30 expand to their full extent. During expansion of the side port area, 
the spacer 16 and loop 14 maintain the longitudinal dimension of the side hole 32 and 
prevent longitudinal contraction of the side hole during expansion. The main artery tissue 
supporting device 30 is now fiilly deployed with a fully open side port 32a of specific 
geometry positioned over the branch lumen openmg. and a full complement of strut 
elements deployed around the remainder of the artery apposite the side port to provide 
good tissue support as shown in FIG. 7. 

The catheter balloon 56 is then deflated, allowmg the guide member 10 to drop out 
of the enlarged side port 32a. The deflated catheter/balloon assembly is then withdrawn, 
pulling the guide member 10 along with it via the tether 18 and crimping lug 22 as shown 
in FIG. 8. After the catheter A}alloon/guide loop assembly has been withdrawn, the side 
branch guidewire 52 may be reinserted through the tissue supporting device enlarged side 
hole 32a and into the branch lumen 62 for subsequent procedures. 

The orientation accuracy of the delivery system can be improved by the addition of 
one or more auxiliary guide loops to the guide mcnibcr as ilhistratcd in FIGS. 9 and 10. 
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The guide member 70 as shown in FIG. 9 includes the main loop 14 with the spacer section 
16 and tabs 18, and an auxiliary loop 72. The auxiliary loop 72 is also provided with tabs 
74 which conform generally to the inner radius of the unexpanded tissue supporting device 
in which the guide loop will be mounted. The auxiliary loop 72 is connected the main loop 
14 by a first tether 76 and is connected to the crimping lug 22 by a second tether 78. As 
shown in FIG. 10, the auxiliary loop 72 extends through a second side port feature 80 in 
the tissue supporting device 30. The additional one or more auxiliary loops 72 are located 
proximal to the primary guide loop 14. The installation procedure for the tissue supporting 
device 30 using the guide member 70 shown in FIGS. 9 and 10 would be performed in the 
same manner as discussed above with respect to the embodiment employing a single guide 
loop, however, the side branch guidewire 52 extends through both the main guide loop 14 
and the auxiliary loop 72. 

One common procedure to follow implantation of the tissue supportmg device 30 
into the main lumen would be implantation of a second tissue supporting device in the 
branch lumen 62. A procedure very- similar to the one just oudined could be used to 
accomplish this task, by simply reversing the roles of the main lumen and branch lumen 
guidewires. As above, a guide member is inserted into the side port of a second tissue 
supporting device, and the assembly is crimped down on a conventional catheter balloon. 
In this case, the catheter and tissue supporting device assembly is mounted on the side 
branch guidewire 52, and the main artery guidewire 50 is threaded through the guide 
member. As before, the entire assembly is fed to the bifurcation site, where the cle\'is 
formed by the tissue supporting device and main artery guidewire 50 comes to rest against 
the distal side of the branch lumen opening. In this case, the side-port border-struts of the 
previously implanted tissue supporting device 30 are also in place to provide an even more 
accurate stop for aligning the side hole edge of the incoming tissue supporting device at the 
distal side of the bifurcation. 

The tissue supporting device deploymem sequence for deploying the second device 
would now proceed as before: the distal end of the branch tissue supporting device would 
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be expanded in the branch artery, anchoring the tissue supporting device in position, and 
the main artery guidewire 50 would be retracted below the proximal end of the catheter 
balloon. The unexpanded proximal end of the second tissue supporting device now extends 
back into the main artery, with the tissue supporting device side port facing downstream in 
the main artery. 

When expansion of the second tissue supporting device is conq>leted, the proximal 
end of the second tissue supporting device will be implanted in the main artery, with the 
second tissue supporting device bent around the proximal side of the branch artery orifice. 
The side port of the second tissue supporting device will open exactly opposite this bend, 
since the leading edge of the side port was initially located at the bifurcation junction as 
described above. The side port thus opens to permit flow through the main artery, and the 
tissue supporting device struts arrayed opposite the side port provide support to the 
proximal side of the branch artery orifice (the bend area). After implantation has been 
completed, the catheter/balloon/guide loop assembly is withdrawn, completing the 
procedure. 

Although the invention has been described with respect to providing support for 
bifurcated lumens in arteries, h should be understood that the invention may also be used to 
provide support for bifurcations m othsar bodily lumens. 

While the invention has been described in detail with reference to the preferred 
embodiments ihereof, it will be apparent to one skilled In the art that various changes and 
modifications can be made and equivalents employed, without departing from the present 
invention. 
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What is claimed is: 

1. A system for delivery of a tissue supporting device to a bifurcated body 
lumen, die system comprising: 

a catheter with an inflatable balloon, the inflatable balloon configured to 
deliver an expandable tissue supporting device to the lumen; 

a guide member received on a side of the balloon and connected to the 

catheter; and 

a branch lumen guidewire extending along an exterior of the balloon and 
longinidinally slidable in the guide member. 

2. The system of Gaim 1, wherein the guide member extends radially from the 
side of the balloon and is arranged to be received in a side hole of a tissue supponing 
device mounted on the balloon. 

3. The system of Claim 1, wherein the guide member includes a guide loop. 

4. The system of Claim 1, further comprising a tbsue supportmg device 
mounted on the balloon, and the branch lumen guidewire is slidable along an exterior of the 
tissue supporting device. 

5. The system of Claim 4, wherein the guide member is positioned between the 
tissue supporting device and die balloon and is crhnpcd in place by crimping of the tissue 
supporting device onto the balloon. 

6. The system of Claim 1 , wherein the guide member mcludes a fastener 
connected to die cadieter. 
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7. The system of Claim 6, wherein the fastener inchides a crimping lug which 
is connected to a body of the guide member by a tether. 

8. The system of Claim 1, wherein the guide member includes first and second 
guide loops which are arranged to be received in side holes of a tissue supporting device 
mounted on the balloon. 

9. A guide member for use in delivery of a tissue supporting device to a 
bifurcated body lumen in a desired longitudinal and radial position, the guide member 
comprising: 

a guide loop for receiving a guidewue; 
means for securing the guide loop to a catheter; and 
at least one tab extending from the guide loop for holding the guide loop in 
position in a side hole of a tissue supporting device to be delivered. 

10. Hie guide member of Claim 9, wherein the at least one tab is a curved 
member having a radius of curvature which corresponds substantially to an inner radius of 
the tissue supporting device to be delivered. 

1 1 . The guide member of Claim 9, wherein the guide loop and at least one tab 
are formed from a single piece of tubing. 

12. The guide member of Claim 9, wherein the means for securing the guide 
loop to a catheter includes a crimping lug which is connected to the guide loop by a tether. 

13. The guide member of Claim 9, further comprising a spacer member 
connected to the guide loop and configured to space the guide loop a predetermined 
distance from a distal edge of the side hole of the tissue suppordng device when the guide 
loop is positioned in the side hole of die tissue supporting device. 
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14. The guide member of Claim 9. further comprising an auxiliary guide loop 
positioned proximally of the guide loop. 

15. A method of delivering of a tissue supporting device to a bifurcated body 
lumen comprising: 

providing an expandable tissue supporting device in an unexpanded 
configuration, the tissue supponing device having a side hole; 

positioning a guide member in the side hole; 

positioning a side branch guidewire in a body hmien with a distal end of the 
side branch guidewire extending into a side branch of a bifurcation; 

delivering the tissue supporting device into the body lumen by tracking the 
guide member along the side branch guidewire; 

positioning the tissue supporting device with the side hole aligned radially 
and longitudinally with an opening of the side branch; and 

expanding the tissue supporting device. 

16. The method of Claim 15, wherein die tissue supporting device is delivered 
and expanded by a balloon cadieter. 

17. The meiliod of Claim 15. wherein die guide member is positioned in die side 
hole such diat a guide loop of the guide member extends out of the side hole of the tissue 
supporting device. 

18. The mediod of Ckim 15, wherein the tissue supporting device is expanded 
by expanding a distal segment of the tissue supporting device, removing the side branch 
guidewire from the guide member, and dien expanding a proximal segment of the tissue 
supporting device. 

19. The method of Claim 15, further comprising delivering a second tissue 
supporting device to support die side branch of the bifurcation. 
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20. The method of Claim 19, wherein the second tissue supporting device 
includes a side hole and is delivered by a method comprising: 

positioning a second guide member in the side hole; 

positioning a guidewire in the body lumen with a distal end of the guidewire 
extending into the expanded tissue supporting device; 

delivering the second tissue supporting device into the body lumen by 
tracking the second guide member along the guidewire; 

positioning the second tissue supporting device with the side hole aligned 
radially and longinidinally with an opening of a main branch of the bifurcation; and 

expanding the second tissue supporting device. 

21 . The method of Claim 15, wherein the delivery of the tissue supporting 
device is visualized by fluoroscopy. 

22. The method of Claim 17, wherein an auxiliary guide loop extends out of an 
auxiliary side hole of the tissue supporting device. 



wooomoss 



PCT/US0(I/13264 




SUBSTITUTE SHEET (RULE 26) 




SUBSTrrUTE SHEET (RULE 20) 



wooonioss 



PCTAJS(M)/13264 




suBsrmrnE sheet (rule 28) 



wo 00ni055 



PCT/USOO/13264 




SUBSTITUTE SHEET (RULE 26) 



wooonioss 



PCT/US0lia3264 



5/9 




SUBSTITUTE SHEET (RULE 26) 



wo oonioss 



PCTaJ500/13264 




SUBSTITUTE SHEET (RULE 26) 



wo 00/71055 



PCTA)S0Q/t3Z64 




SUBSmVTE SHEET (RULE 26) 



wo 00ni055 



PCTAJSOQ/13264 




SUBSTITUTE SHEET (RULE 26) 



wo 00/71055 



9/9 



PCT/USOO/13264 




suBsnruTE sheet (rule 26) 



INTERNATIONAL SEARCH REPORT 



PCT/US 00/13264 



A. CLASSIFICATION OF SUBJECT HATTER 

IPC 7 A61F2/06 



tenwitnq u> InrMniiiorwl Patent Qassiflcrioo (IPC) or to both national dasatlealion and IPC 



& nCLOS SEARCHED 


linirmin oocummtalion sean 

IPC 7 A61F 


:hed (daasitlealion syBtm toOowed by elaasHleaiion symbols) 








nefcidad in tha Mda aaaiehsd 



Qeetionie data basaconaulled during th« Irttomational aearah (name of data baae and, whera practioel. aeareh taima uaed) 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Categoiy' 



Ciialion of docufiant aritti iicScatlaa wham appvepriala. of Ihe relevant passaoea 



Retaram to daim No. 



CP 0 897 700 A (ADVANCED CARDIOVASCULAR 
SYSTEMS. INC.) 

24 February 1999 (1999-02-24) 

column 20. line 3 -column 22, line 28; 

figures 12A-14 



1.3 
9 



□ 



Futherdoeumeniaareiistecliniha oonthuationofboxC. 



* Special categonee ol dted documents : 

'A' Oocumeni defining me general state or the ait wttlch is not 

considered to be ol particular relevance 
"E' earner document but published on or after the jmemaiional 

Riingdale 

X* document wHdi may tfirow doubts on pdority ctaMs) or 
Mhtoh is cited to estaiiish the pubTication date of anodwr 
citation or cither special reason (as specified) 

"O* dooumsnt referring to an oral disclosure, use, etNtition or 
ottiet fTteana 

"P* documeni putiSshed prior (o the inleffiabcrui filing cal« but 
latef ttwn Ihe pHonty data datmed 



T taler document published alter ttw Inlemalfonal Wng dale 
or prinrity rMa and not m nonllicl with Iha ap^eation faiit 
Cited lourMteratandthcpnneipleortfieory inderiying(he 



"X* document of poilicular relevance: the claimed invenlian 
carmoi be constdered novel or cannot be considered to 
involve an inventive step when (tie document is taken atone 

*Y' document ol particUar relevance: the claimed Invention 
cannot be ccn&ldered to involve an inventive step when the 
document is combb^ with one or mom other cuchdoeu- 
merts. su:h combiraMn being obvious (o a person skilled 
bi the ait 

*&* document member of the same patent lamSy 



DalBitf Ihe actual comptsiion ol Bis intainslianiri sonich 



1 September 2000 



Data of maSng of the IncemalicfWl aoaioh ispoit 

08/09/2000 



Nana and mailing adcress of (he ISA 

European Patent Office, P.B. 581 B Patenttaan 2 

NL-ZZBOHVRItswiJk 

Tel. <^3l-70} 340-2040. Tx. 31 651 apo nl, 

Fax: («ai-70} 340-0010 



Aulhorizad officdr 



Smith, C 



Fom PCT/ISV^iO (saconatfia a q |July IMZI 



INTERNATIONAL S£ARCH REPORT 

tiifuiiiistlon on pttBirt tsrally msnlMra 



PCT/US 00/13264 



PfttOfit documont 
cited in soareh rapoit 



Patent fdmly 



publication 



EP 897700 



24-02-1999 



JF 11057019 A 



02-03-1999 



Fiomi PCTISASIO (phM MMr smwq (July 1982) 



